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earned patent term adjustment. See 37 CFR 1 .704(b). 
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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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DETAILED ACTION 

Formal Matters 

1. Applicant's amendment filed on 12/26/2007 has been entered. 

2. Applicant's amendments to the claims were sufficient to overcome the rejections under 35 
U.S.C. 103(a) (see below). However, upon further consideration, the claim is rejected under 35 U.S.C. 
1 12, first paragraph, as set forth below. Accordingly, the finality of the office action mailed on 9/19/2007 
is hereby withdrawn, and prosecution on the merits continues. 

3. Claim 86 is pending and is the subject of this office action. 
Claim Objections 

Objection to claim 86, as set forth on page 2 of the office action mailed on 9/19/2007, is 
withdrawn in view of Applicants' amendments to part (a)(iii) of the claim to recite the C-terminus "of the 
ubiquitin protein". 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject mailer as a whole would have been obvious at the time the invention was made to a person having ordinary skill 
in the art to which said subject matter pertains. Patentability shall not be negatived by the maimer in which the 
invention was made. 

Rejection of claim 86 under 35 USC § 103(a) as being obvious in view of either Vannier et al or 
Loosfelt et al, as set forth on page 6 of the office action mailed on 3/9/2007 and pages 4-5 of the office 
action mailed on 9/19/2007, is withdrawn . 

In the response received on 12/26/2007, the Applicants note that the claim has been amended to 
remove recitation of "non-identical epitopes". The Applicants argue that neither Vannier nor Loosfelt 
teach a protein comprising epitope-containing segments comprising two or more identical epitopes, and 
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therefore do not teach the ubiquitin fusion proteins of the instant invention. The Applicants also argue 
that the ubiquitin fusion proteins of the instant invention were unknown in the art at the time of the 
invention, and it was not known that the present invention would be effective in the detection of 
antibodies since the fusion proteins of the instant invention are made at ubiquitin sites that are not 
typically used or found natively. 

These arguments have been fully considered and are persuasive; accordingly, the rejection is 
withdrawn. 

New Grounds of Rejection 

Claim Rejections - 35 USC § 112, first paragraph - written description 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by the 
inventor of carrying out his invention. 

Claim 86 is rejected under 35 U.S.C. 112, first paragraph, containing subject matter which was 
not described in the specification in such a way as to reasonably convey to one skilled in the relevant art 
that the inventor(s), at the time the application was filed, had possession of the claimed invention. 

The claim is drawn to a method of detecting specific antibodies in experimental or clinical 
samples, wherein said method comprises providing an ubiquitin fusion protein comprised of one or more 
epitope-containing segments comprising two or more identical epitopes. However, the claim does not 
require that the epitopes of the instant invention have any particular biological activity, or any particular 
structure, other than to be fused to ubiquitin. In the Applicants' response received on 12/27/2007, the 
Applicants define an epitope as the amino acid residues of a protein molecule which interact directly 
through noncovalent bonds with the amino acid residues of a particular antibody, and the average epitope 
probably involves about 15-20 contact amino acid residues, but only one or two (or 5-6 according to 
DeLisser) of these may be critical to the epitope's specificity. The Applicants also state that B-cell 
epitopes may be either linear or conformational in nature. 

The specification describes ubiquitin fused to various epitopes of the HIV gpl20 V3 loop, and 
also to epitopes of GnRH, but does not describe any other peptide or protein comprising multiple identical 
epitopes. There is no description of any naturally-occurring or artificial polypeptides, other than the 
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disclosed gpl20- and GnRH-based peptides, comprising multiple, identical epitopes of 15-20 amino 
acids, or multiple, identical amino acid sequences which produce identical conformational shapes. 
Furthermore, although the specification describes the above-mentioned gpl20- and GnRH-based peptides, 
there is no disclosure of these peptides having multiple identical epitopes, and even if these peptides do in 
fact comprise multiple identical epitopes, these examples by themselves are not sufficient to describe the 
entire genus of peptides having multiple identical epitopes. Thus, the specification has not adequately 
described the genus of polypeptides/peptides which comprise multiple identical epitopes in such a way as 
to convey to a person of ordinary skill in the art the nature or identity of such polypeptides, or that the 
Applicants were in possession of the claimed genus at the time of invention. 

To provide adequate written description and evidence of possession of a claimed genus, the 
specification must provide sufficient distinguishing identifying characteristics of the genus. The factors 
to be considered include disclosure of complete or partial structure, physical and/or chemical properties, 
functional characteristics, structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present in the claims is a requirement that the claimed 
peptides comprise ubiquitin fused to epitope-containing segments comprising multiple, identical epitopes. 
There is no identification of any peptide, other than the gpl20- and GnRH-based peptides described in the 
specification, that comprises multiple identical epitopes, and there is no identification of any particular 
epitopes, other than gpl2() or GnRH epitopes, which would assume a correct conformation when fused to 
ubiquitin so as to be sufficiently antigenic. Accordingly, in the absence of sufficient distinguishing 
characteristics, the specification does not provide adequate written description of the claimed genus. 

Conclusion 

No claim is allowable. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Bruce D. Hissong, Ph.D., whose telephone number is (571)272-3324. The examiner can 
normally be reached M-F from 8:30 am - 5:00 pm. If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Gary Nickol, Ph.D., can be reached at (571) 272-0835. The fax 
phone number for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 571-272-1000. 

Bruce D. Hissong 
Art Unit 1646 

/Gary B. Nickol / 

Supervisory Patent Examiner, Art Unit 1646 



